


Report Title: Primary Eye Irritation Study in Albino Rabbits
Test Type: Ocular Irritation

Conducting Laboratory and Location: International Research and Development
Corporation

Test Substance(s): T-7121 — 2% placebo shampoo at pH 4.5
Species: Rabbit

# of Animals: 4 male, 5 female

-

est Conditions: 4 male and 5 female New Zealand rabbits divided into 3 groups of 3
osed in one eye each. Group I - 0.1 ml of the undiluted test material in unwashed eyes.
Group II - 0.1 ml of undiluted test material in washed eyes. Group III - 0.1 ml of'a 10%
(w/w) solution in water (unwashed eyes). Eyes were examined for up to 35 days.

jo Ty’

Results: Group I Maximum Average Score (MAS) = 39.3; eye irritant
Group II: MAS = 10.7; eye irritant
Group III: MAS = 6.7; not an eye irritant

No significant differences between the three formulations. Formulations are no more
irritating than currently marketed products.

Study #: 191-082; see related studies 191-080 and 191-081
Report Date: 11/1/77

Accession #: 21611
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1. SYNQOPSIS
Group I (Undiluted test material, Unwashed Eyes) - An eye
irritant.

Group II (Undiluted test materiz:, Washed Eyes) - An eye
irritant.

Group III (10% {w/w} Solution, Unwashed Eves) - Not an eye
irritant.

N

Maximum Average Score (MAS):
Group 1 (Undiluted test material, Unwashed Eyes): 39.3
Group II (Undiluted test material, Washed Eves): 10.7

Group III (10% iw/w} Solution, Unwasheé Eves): 6.7
o

191-0¢&0
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i I1. TEST MATERIAL

The test matericz]
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received fr r and Gamble Company,

o
Cincinnati, Chic co August &, 1977, It was identified ag "T-712°" and

Foae

wag received as & slightly

.

rellow viscous liquid
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Four male and 5 female New Zeszieand Wnite rabbits (obtzined from
FKuiper's Rabbit Ranch, Gary, Indisanz), were used for this study. The
rabbits weighed 2118 to 2703 grams at the beginning of the study. Thev
were housed individvally in meta. wetazbolism cages in temperature and hu-
midity controlled quarters. Thev were mazintained in accordance with the
recommendations contained in K.I.W, Tublication No. 74-23 (N.I.H.) entitled
“oupide For the Care and Use of Laberatery Animels" and were conditioned
& minimum of Z days prior to study initiation. Water and Purina Rabbit

Chiow were available ad libitum.

Prior tc test material administrztion, the eves of each rabbit were
examined with ultravielet light efter Instillation of one drop of a 2.0
percent sodivm fluorescein soluticr. kabbits exhibiting cornezl lesions

were discardecd.

The ¢ rabbits were divided intc > groups cf = rabbits each. The ani-

mals received the test materiza. zs Zcliows:

Group I - 0.1 ml of the undilutec test material (unwashed eyes;.
Group II - G.1 ml of the urndiluted test material (washed eyes).
Group II1 - 0.1 ml of & 10L (w/w; Soclution in distilled water

(unwashed eves, .

The test materizl was placed intc the cupped conjunctival sac of the
right eye of ezch rabbit following which the eyvelids were gently held
zogether for one second. The left eve servec as the untreated control

for each rabbit.

The rabbite in Groups 1 znc III ¢id not receive z washout. The 2

rabbits in Group Il received & Z( ml iukewarm water washout approxi-

matelv & seconds fcllowing doein;
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The treated eves were examined in accordence with the following

schedule:

Group 1 Group 1I Group III
(Undiluted test material, (Undiluted test material, (16% {w/w} Solutiomn,
unwashed eyves) washed eves) unwashed eves)

1 hour following dosing 1 hour following dosing® 3 hour following dosing
24 hours® 24 hours® 24 hours?®
48 hours 48 hours 48 hours
72 hours¥® 72 hours¥® 72 hours®
96 hours 86 hours 9€& hours
7 days * 7 days* 7 dayg¥
14 days* 14 days* 14 daye*®
21 days®
28 days*
35 daye*

*Sodium flucrescein examinations were conducted &t these intervale.

tion, one drop of sodium Iluorescein wae insvilled
directly onto the cornezl surface of each rabbit. After z few seconds
excess stain was flushed from the corneal surface with distilled water anc
the eves were examined with ultraviolet light.

The grading system employed in this test procedure It presentedé on the

following page.
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Sczie for Sceoring (cular Lesicns?
Opacity~degree of density (arez mest cemge lz<en for reading)
é -rie clearliy wisible . . . + + .+ o . . 1
i cetzile of iris glightly

obscurec . . . e e e e e e e e e e e e e e e e e e e e e e e 2
Opalescent areazs, no details of iris vicitle, size of pupil

barely discernible . . « v v 4 . 0 0 e e e e e e e e e e e e e e e e 3
Opaque, iris invisible . . . « « ¢ o o 0 o oL e e e e e e e e e e e e &
Arez of cornez invelvecd
One quarter (or less) but Ot ZETC . . « « « « + o & ¢« o e e s e e e . 1
Greater than one quarter, but less tham falf . + « . « + « « o ¢ ¢« o o .. 2
Greater then half, but less than three QUEYTETS. + « 4 o « « &« o & o o v o 3
Greater than three CuUaTTers, UPD IO WRCLE ET8&. + « + « o+ o & o = o s+ « o =+ . 4
equals 4 x B x 5 Total meximum = 80
Values
NOTMEL v v o« v e e e e e e e e e e e s e e e e e e e e e e e e e e e 0
Folds zbove normai, ccngestion, swelling, circumcorneal injection

(any or all of these cr combinaticn ¢l anv thereof, iris still

rezcting tc light (sluggish reactiorn It poeitiVE). w4 v v 0 e e e e . e 1
No reaction to lipht, hemcrrhage, grcss cestruction (any or all

of these). . « « « «+ « « « .

s A c

-
-

. . . . ° - . - . . L} . . -

- ecuals X 2 Totzal maximum = 10
“ ; Conjunctivee
- (A3 Redness (refers tc palpebral and bulber cenfunctivee exluding
cornez andé iris,
VesSSels TOTMEL « o o« o o ¢ « o o o + 1t « « + « o & & & & & 8 ¢ o« o s o 4 e s 0
Vessels definitelv injiected zbove ncrma. e e v e e e e e e e e e e e 1
More diffuse, deeper crimson red, iadividual vessels not easily
discernible 2
Diffuse beefy TBG. « v « + « « « 0 < o e s e 4 s e e e s e e e e x s 3
(B) Chemosis
No swelliffE. « o o o o o o o« o &« o « « o s e e s e e s e s e e e e e s e 0
Any swelling ebecve normal (inmcludes niciltating TEMETENE) e + ¢ o 0 e v e . . e
Obvious swelling with partial eversicr ¢f 21ids . . « « « o o o o o o o o o 2
Swelling with lids abecut half closed . « v v v v v« v a0 e e e e e e e 3
Swelling with licde about half clesed =t cempletely clesed. o o ¢ v v v o o o 4
) Discharge
No diSChATEE « « o « « ¢ + o ¢ 4 o &+ 4 e e e ks s e e e e e e e e e 0
Any zmount different from mormel (dces not Include smell emount
observed in inner canthus of normel animals; . . e e e e e e e e e e 1
Discharge with mcistening of the lics and helrs Just adjacent
to the 1i88. + v v v v o e 4 e 4 e e e e e e e e e e e e e e e 2
Discharge with mcistening coi the lids znd heirs, anc considerable
arez arocund the eve. . . . . . . e e e e e e e e e e e e e 3
Scere equals (& = 5 + C; x 1 ' Totzl maxizum = 20
The meximurm tcote. sccTe e the suxw ¢! 221 scores obtained feor the cornez,
iris, anc ccniuncrives Tctel maxizutn sccore pessitle = L1C.
. Focods
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IV. RESULIS

Tables 1, 2 andé 3 present the grade of effect with time. Tables
4, 5 and 6 show the average scorecs. 7

Tables 7, & and 9 present the
individual rabbit scores.

Based upon the date, the following resulte were obtained:

Group 1 (Undiluted test material, Unwashec Eyes) - An eve
irritant.

Group II (Undiluted test material, Washed Eves) - An eve
irritant.

Group ITI (10% iw/w! Solution, Unwashed Lyes, - Not an eye

irritant.

When evaluated using the method described, the test materis

be further classifiec, based upon the scores ©

Group 1 (Undilutecd test material, Unweashecd Ives) - Severelr
irritating to the eye.

Group II (Undiluted test material, Washec Eyes) - Moderately

irritzting to the eye.
Group III (10% {w/w} Solution, Unwashed Eves) - Minimally
irritating to the eve.
Maximum Average Score (MAS):
Group I (Undilutec test

material, Unwashed Eves): 39.
Group II (Undiluted test

1¥%

materizl, Washed Eves): 10.7
Group 111 (10% {w/w! Solution, Unwashed Eves): 6.7



T-7121: Eve Irrvit:tion irn the Albinc Rabbit.
! N

‘ JABLE L. Group Observations (Crour [ - Unciluteg test raterizl, Unwashec ifves

Txeningticr Irrsren
N, Toessoin Noezen
Hours
Observatiocrs N - LE e G ) 1- - A z3
3 1 1 3/ it o4
Cornez: Cornes Normal 1/z 2/ 2/3 273
Dulling normal cornez. .uste: 3/ 273 i/z i/ 1/3 1/2
Cornezl opacity: verv siignt /% 3/3 7% /2 HACHS VAR U 1/z /2
v ~ )~
slight 172

Iris: Iris Norme: 3/3 3/3 2/ 1/Z 1/ /3 3z 3/Z 3/z 373
Iridal Irritatier /3 2/% 2/

Coniunctivae: Redness: norss 27z 3/3 3/x 0 372
very giirh. 1/2 173 1/%
slight 3/% 1/ 1/3 ik 3/ 2/
mocerste 2/ 2/% 1/
maT kel
Chemosis; nernie 1/3 3/z 37z 3/
i ve VEoelr 3 2y
el 2/% 2/ 2)C 1/z

12
~~
453

1/2 1/2

=]
e
LA A ST SIS |
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w
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Discharge: nercatl 2/; 1/; 1/; 3/
very siight /2 17z 1/% 1/3
slight v/ 33 273 177 1z

moderete 273
markec

Purulent Discharge 0/%  3/2 3/ i/E 2/ 2/ 8/ 0/% 0/ o/2
Sedium Fluorescein/
Cltrzviolet light
exampination: Negative: .- 0/F eee 0/F 0 --- /3 273 3/3 3/ 373

(normal)

Positive: ---  3/2 .-
(corneal injury)

o
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Other:

Clear Discharge 3/2 o/ o/ o/ 0/: o/ 0/ 0/: 0/z G/z
Blanching, Coniunctivae 3/ 1/2 0o/F 0/ o)t 0/2 O/ 0/Z 0/3  0/2

Dendritic Vascularizetio:n 1/z a/z ¢/z G/Z

gorneal Epzthelizl Camage, Pesling 37z 37z 3/ . /3 1)z G/z /2 G/z
: N - b b z
ancus BWAC « Tl 0/z 0/2 Q/3

191-08:
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T-7121: Eye Irritation in the Albinc Rabbit.
TARE Z. Group Observations (Group I1 - Undiluted test material, Washed Eyes)
Examination Interval
(Ne. Poeitive/Nc. Dosed;
Hours Davs
Observations 1 24 4 7z 56 7 .
Cornea: Cornea normal 2/3  1/3=2/3 3/3 3/3 3/3
Dulling normasl cornmeal luster /3 1/3 1/2
Corneal opacity: very slight 1/3
slight
moderate
marked
Iris: Iris normal 2/3  2/3 3/ 3/3 3/3 3/3
Iridal irritation /3 1/3
Conjunctivae: Redness: normal /3 2/3 3/3 2/3 2/3=
very slight . 1/3 1/3 1/3
slight /33373 13
mederate N4 '
marked
Chemosis: normal 1/3  2/3  3/3  2/3 2/3
- very slight 1/3  1/2 1/3 1/3
slight 2/3  1/3  1/3
. moderate
marked
Discharge: normal 2/3  2/3  3/3 3/3 3/3
very slight 1/3
slight 2/3  1/3
moderate 1/3
marked
Purulent Discharge 0/3 1/3 1/3 0/3 0/3 0/3
Sodium Fluorescein/
Ultraviolet light
examinztion: Negative: /32 1/3 .- 2/3 .- 3/3
(normal)
Positive: 2/3  2]3 ---  1/3 --- 0/3
(corneal injury)
Other: -
Clear Discharge 3/ 0/3 0/3 0/3 0/3 0/3
‘1eal Epithelisl Damage, Peeling 2/3 2/ 1/3 1/3 1/3 0/3
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T-7121: Eve lrritation in the Albino Rabbit.
TABLE 3. Group Observations Group III - (10% {w/w} Solution, Unwashec Eves.
‘ Exzminsgrtion Interval
(N¢. Pogitive/No. Dosed
Bours Dav
Observations 1 24 48 72 Ge 7
Cornea Cornea normal 3/z 3/3 3/3 3/3 3/3 3/3
Dulling normal ccrneal luster
Corneal opacity: very slight
slight
moderate
marked
Iris: Iris normal 2/3+<=3/3 3/3 3/3 3)3 3/3
Iridal irritation /3 o5
Conjunctivae: Redness: normal 1/3 3/3 3/3 /3 3/3 3/3
very siight 1/2
slight 1/3
moderste
marked
Chemosis: normal 3/3 3/3  3/3  3/3 3/3
very slight 3/3
fm\ Slight
moderate
b marked
Discharge: normal 3/3° 3/3  3/3 3/3 3/3
very slight
slight 3/3
moderate
marked
Clear Discharge 3/3  0/3 0/3 0/3 0/3 0/3
_Sodium Fluorescein/
~Ultrevioclet
examination: Negative: ---  3/3 ---  3/3 --- 3/3
(normal)
Positive:
(corneal injury) --- 0/3 === 0/3 --- 0/3
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Croup Avorage Scores (Fronp T - Undxlntnd test material,

/1'pm}

Eye Trritation in the Albino Rabbit.

Unwashed Eyes)

Averape Scores (Range)

161-082

)t

L . o Perlod i e
llours i L o Days -
Area: 1 24 48 72 96 7 1h 21 28 25
Cornea: A 0 0.3 1.0 0.7 0.8 1.2 0.3 0.3 0.3 0.2
S (0-1.0) (1.0) (0-1.0) (0-1.5) (0-2.5) (0-1.0) (0-1.0) (n=1.0) (N=1.0
i 0 0.7 3.3 2.0 2.0 1.7 0.3 0.3 0.1 N2
(N-2.0) (3.0-A.0) (0-3.0) (0-3.0) (0-4.0) (0-1.0y  (0-1.0) (0-1.M (o110
seore 0 1.1 16 5 7.0 8.0 10.2 0.5 0.5 o, 5 0.5
Tria:s A 0 0 0.3 0.7 0.7 0 0O 4] 0 N
) (0-1.0) (0-1.0y  (O-1.0)
Senre 0 PO 25 B 0 " 0 A "
Conjunctivan: A 1.0 1.7 1.7 1.2 1.7 1.0 0.2 0 n h
(1.0) (1.0-2.0)(1.0-2.0) (0.5-2.0) (1.0-1. 5) (0.5-1.5) (0-0.5)
" 1.0 2.5 2.3 1.7 1.5 1.0 0.5 0 n n
(3.0) (2.0-3.0)(2.0-3.0) (1.0-2.0) (1.0-2.0) (0.5-1. 5y (0=1.0)
C 1.7 1.2 n.8 0.2 0.5 0.7 0 0 n n
(10?0)(10}5)(0510} (0-0.3)  (0-1.0)  (0-1.5)
Score 11.4  10.4 9.6 6.2 6.6 5.4 1.4 0 0 0
Total Score 11.4 11.5 27.6 16.7 18.1 15.6 1.9 0.5 0.5 0.5
lae]
j15)
o
m



r-7121: Eye lrritatiorn in the Albino Rabbit.
TABLE 5. Group Average Scores (Group I. - Undilutec test materisl, Washed Eves,
_{wwﬂ
‘ Average Scores (Range.
A Perioc
Hours Dave
Area: 1 2L 4& 72 9¢ 7 14
Cornea: A 0 0.2 C ¢ C 0 ¢
(0~1.0)
B 0 0.2 C 0 Y e 0
(0-1.03
Score 0 0.: G ¢ C 0 0
Iris: A 0.2 0.3 C o] 0 G 0
(0-1.0) (0-1.0)
Score 1.5 1.2 ¢ 0 ¢ o 0
Conjunctivae: A 1.2 0.5 0.5 0 0.z 0.2 0
1.0-1.5) (0-1.0) (0-1.5) (0-0.5) (0-0.5)
B 2.¢ 0.8 0.7 G c.2 G.z2 C
- 1.5-2.5) (0-2.0) (0-2.0) (0-1.5} (C-C.=%°
¢ c 1.3 0.2 0.2 c ¢ C ¢
o~ 1.0-2.0) (0-1.0) (6-0.5)
Score 9.0 3.2 2.8 C 1.4 0.8 0
Total Score: 10.5 5.2 2.8 ¢ 1.4 0.8 0
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~7121: Eve lrriration in the Altinc Rabbi
Y e Group Average Scores Group III - (lQi 1w’v. Solutiorn, Unwashed Eyes:
Averase Scores (Range)
Ferioc
Houre Dave
\srea: Y Zu H 7 96 7 14
.ornea: )3 0 0 C ¢ 0 0
b 0 ¢ ( { 0 0
Score ¢ C C ¢ 0 0
lris & 0.2 c ¢ C 0 0
(0-1.0)
Score 1.2 0 ¢ C 0 0
Conjunctivae: & 0.5 ¢ ¢ C 0 0
(0-1.0}
£, E 1.C C { C 0 0
‘ (0.5-1.5
~ C 1.0 0 { ¢ 0 0
(1.0}
Score 5.C 0 ¢
Total Score: 6.2 0 € Y
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Eye Irritation 1L‘-g§ Albino Rabbit.

ARLE 7.

Individual Scores (Group I — Undiluted test material, Unwashed Eye)

Rabbit Number

29464, Female

Observations
Hours Days
GHE 1 24 48 72 96 7 14 21 28
ornea: Opaectty (A) 0 1.0 1.0 0 0 0 0 n 0
Aven (r) 0 2.0 3.0 0 0 0 0 0 0
Suhtotal (A xB x5 0 10.0 15.0 0 0 0 0 0 0
ria: Tvritation  (A) 0 0 0 0 n 0 0 it 0
Suhtntal (A x 5) 0 0 0 0 0 0 0 0 0
lonjunc-
T s Pedness (M) 1.0 1.0 1.0 n.5 1.0 0.5 0 0 0
Chemnsia (n) 3.0 2.0 2.0 1.0 1.0 0.5 0 9 0
Discharge  (€) 2.0 1.0 0.5 0 0 0 0 0 0
Suhtaotal (A + 1+ C)x2 12.0 8.0 7.0 3.0 L0 2.0 0 0 0
fntal Senvea: 12.0 18.0 22.0 3.0 A0 2.0 n 0 n
Revdinm Flanreceain Fyxam: - Positive - Poaaitive - Neg- Negp- Neg - Neg~
oo o Aative ative nrivae atr i
‘aveent of Corpneal Surface Tosltlve: 95% 707
Vhoy:
Purnlent Discharee X X
Clear Discharge X
Blanching, Conjunctivae - X
Cornnal Epithelial Damage, Preling X X X X
Miiling of Corneal Surface X X X X

191-0R2
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7121 Eye Trritation i. ”%irAlbino Rabbit.

Individual Scores (Group T - Undiluted test material, Unwashed Eye)

ARLE 7. (Cont.)
Rabhit Number 29575, Male -
i . Observations o
__Nours e e Days o
\rea: 1 24 h8 72 96 7 14 21 28 3%
nrTunac Opacity (A) 0 0 1.0 1.0 1.0 1.0 0 0 0 n
Aven (R) 0 0 H.D 3.0 2.0 1.0 n 0 0 n
Subtntal (A x B x 5) 0 0 20.0 15.0 15.0 5.0 0 0 n N
frla: frritation  (A) 0 0 1.0 1.0 1.0 0 0 n 0 n
Suhtotal (A x 5) 0 0 5.0 5.0 5.0 0 0 0 0 0
won junc-
toryes Podnpan (n 1.0 2.0 2.0 1.0 1.5 1.0 n.s n r a
hewmnala (ny 1.0 1.0 10 7 N 2.0 1N 1.0 n n ~
Nearharpe () 1.0 1.0 1.0 0 1.0 an n 0 0
Qubtntal (At R+ 0)x2 10.0 12.0 12.0 6.0 2.0 5.0 3.0 0 0 0
Tt al Seoyeorns 10,0 12.0 37.0 25.0 22.0 10.0 3.0 0 D 0
Wodlam Flunreacein Fxam: -~-~  Positive ——— Positive - Positive Positive Neg- Neg~- Neg-
ative ative ative
‘ercent of Corneal Surface Positive: 907, 15% 10% 5%
ther:
Ilanching, Conjunctivae X E
lear Disgcharge X 0
lorneal Fpithelial Damage, Tealing X X X X X X =
“trulent Discharge X X X X r
tandritic Vascularization X
Mlling of Gorvneal Surface X X

91-082
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, Eye Irritation in . bino Rabbit.
NLE 7. (Cont.) Individual Scores (Group I - Undiluted test material, Unwashed Eye)
Rabbit Number 29577, Male S
' Observations B
Hours B Days -
eat 1 24 h8 72 96 7 14 21 28 35
raen: Opaeity (A) 0 0 1.0 1.0 1.5 2.5 1.0 1.0 1.0 1.0
Aven (n) 0 0 3.0 3.0 3.0 h0 1.0 1.0 1.0 1.0
Subtotal (A x B-x 5) 0 0 15.0 15.0 22.5 50.0 5.0 5.0 5.0 5.0
fea: Taritation  (A) 0 0 0 - 1.0 a n n n n
Subtotal (A x 5) 0 0 0 5.0 5.0 0 0 0 0 0
n juna-
oo tondnaags (A) 1,0 2.0 2.0 2.0 1.5 1.5 0 n N a
Chomesls (n) 3.0 2.5 2.0 2.0 1.5 1.5 0.5 0 0 0
Digeharge () 2.0 1.5 1.0 0.5 0.5 1.5 0 0 0 n
Sihitnt al (A -1 4 C)Yx2 12.0 12.0 10,0 a.n 7.0 g.0 1.0 0 0 0
Pal Beeres: 12.0 12.0 25.0 20,0 34.5 59.0 6.0 5.0 R0
Atam Tlasregerin Exam: - Tositive ~~=  Tosltive ---  Tesitive Neg- Neg- Neg- Neg-
’ ative Arivn ative ative
yeent ol Corneal Surface Positive: 807, 157 107
hor:
anching, Conjunctivae X X o
roeal Epithelial Damage, Perling X X X X X m
rulrnt Discharge X X X z X o
rar Nischarge X '
nnusg X
11ing of Corneal Surface X X

1-032
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-7121: Eve irritation in the Liboinc Rebbit.

" S e Individual Scores (Grour Ii - Undiliutec test material, Washed Eye’

Rebbis Number: 29468, Female
Observations

Hource Davse
\res 1 s 48 7z S6 7 ia
lornez: Opacity (4 c C 0 0 0 0 0
Ares (&) 0 C 0 0 0 0 c
Subtotal (A x B x5) 0 C 0 0 0 0 0
~ Iris: Irritatior. (A 1.0 1.C c 0 0 0 0
Subtotal (4 = 5 5.0 t.(C 0 0 0 0 0
Conjunctivae: Redness &) 1.5 e 1.t 0.5 c 6
Chemosis (8> 2.k z.C 2.0 1.5 s 0
Discharge (C; 2.C t.C 0.2 0 0 ¢ 0
o
\‘ Subtotal (A + B 4+ C)=zZ 12.C £.C £.C 0 4,0 2.0 0
Total Scores: 17.C 15.¢ g£.0 0 4.0 2.0 0
Sodium Fluorescein Exam: Positive Fositive --- Positive - Neg- Neg-
Percent of Corneal Surface Positive: 405, £0% < 5% Frive em
Other:
Purulent Discharge P! p3
Clear Discharge X
Corneal Epithelisl Damage, Peeling X by X X X
o~

 .-08:



T-7121 Eve Irritvatior in the Albinc Rabrit
ii B (Cont.) Individual Scores (Grouc Il - Undilutec test materia.. Washec Ekve
Rabbit Nupber: 29470, Female
Observations
Hours __bave
Area: Z 24 4& 7z S¢ 7 14
Cornea: Opacity (A) c 1.0 C C C C 0
Arez (B} 0 1.0 ¢ o ¢ G 0
Subtotal (4 x B x5 C 5.0 C ¢ ¢ G 0
- : =+ 3 s ) /A\.
iris Irritation (&) 0 0 ¢ c c C 0
Subtotal (A x 5 ¢ 0 0 c G G 0
Conjunctivae: Redness (A5 1.0 0.5 ¢ C s 4 0
Chemosis (B3 1.5 0.5 G 0 0 0] 0
Discharge (c 1.0 0 « 4] 0 ¢ o
—
&, Subtotal (A + B + C)ul 7.0 2.0 G & ¢ C C
Total Scores: 7.0 7.0 C 0 o 0 o
Sodium Flucrescein Exam: Positive Positive =--- Neg- - Neg- Neg-
; - 1
Percent of Corneal Surface FPositive: 103 10% ative ative akn
Other:
Clear Discharge X
Corneal Epithelial Damage, Peeling X X



Page 1¢

r-7121 Eve Irritatior zr tne Albinc Kabbit.
T . ~ i - s : re Y
K 3 (Cont Individual Scores (Group II - lndiiutec test meterial, Washed Eye)
Rabbit Number: 29579, Male
Cbservations
Hours Davs
Area: 1 Z- 4 72 56 7 14
Cornez: Cpacity (A ¢ ( 0 0 0 0 0
Ares (B, C { ¢ 0 0 o O
Subtotal (A x B x5 o s 0 0 0 0 0
Iris: Irritation A
— 4] ( 0 0 0 0 0
Subtotal (& = 5 G C G 0. 0 0 o
Conjunctivae: kedness (A5 1.6 ¢ s 0 0 0 0
Chemosis (82 2.¢ ¢ G 0 0 0 0
Diecharge (c 1.0 ¢ ¢ 0 0 0 0
o~
‘ Subtotal (A + F + C)xZ g§.C ¢ C 0 0 o 0
Total Scores: 8.( ¢ ] 8] 0 0 0
Sodium Fluorescein LExam: Neg- Neg- --- Neg- .-- Neg- Neg-
ative ative ative ative ative

Other:

Clear Discherge

!Fp -08:
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T-7121: Eye Irritation in the Albinc Rabbit.
' 9 Individual Scores Grour II1 - (10% iw/w: Soluticn., Unwashed Eve,
=i Rabbit Numher: 20467, Male
Observaticns
Hours Dave
Area: i 2¢ 4& e St M 14
Cornea: Opacity (A) ¢ o ¢ ¢ - ¢ 0 0
Area (B) ¢ 0 ¢ ¢ C G c
Subtotal (A x B x 0 ¢ ¢ 0 0 0 0
Iris: Irritation (a) 1.0 q ¢ ¢ o 0 0
Subtotal (A x 5) 5.0 G ¢ ¢ 0 0 t]
Conjunctivae: Redness (a) 1.0 0 o c G o 0
Chemosis 6D 1.3 8] 0] G 0 0 0
Discharge (>
- C C‘ ) 14
-~ 1.0 0 O C C
%ﬁ Subtotal (A + B + C)xZ 7.0 0 C ¢ G ¢ I
Total Scores: 12.0 o G ¢ ¢ 0 0
Sodium Fluorescein Exam: .- Neg- .- Neg- - Neg- Neg-
ative ative ative ativ
Other:
Clear Discharge X



rage ZL
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T-7121: Eye lrritetion in the Albinc kabbit.
#MQSRLE 9. (Cont.} Individual Scores Group III - (10% {w/w} Sclution, Unwashed Eve’
Rabbit Number: 29472, Female
Observations
Hours Dave
Area: 1 24 L€ 7z 96 7 14
Cornea: Opacity® 7:9) ¢ ¢ O 0 0 0 0
Arez (B) 0 0 0 0 0 0 0
Subtotal (A xBx5) 0 0 0 0 0 0 0
Iris: Irritation a) 0 0 0 0 0 0 0
Subtotal (& x 5) 0 0 0 0 0 0 0
Conjunctivae: Redness (A) 0 0 0 0 0 0 0
Chemosis (B) 0.5 0 0 0 0 0 0
Discharge (% 1.0 0 0 0 0 0 0
A~
Subtotal (& + B+ C)x2 3.0 0 0 0 0 ¢ 0
Total Scores: 3.0 0 0 0 0 0 0
Sodium Fluorescein Exam: - Neg- - Neg~- - Neg~ Neg
ative ative ative at;
Other:
Clear Discharge X
it
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T-7121: Eve Irritation in the Albinc Rabbit.

A®OBLE 9. (Cont.) Individual Scores Group III - (10% {w/w} Soiution, Unwashed Eve’

Rabbit MNumber: 29474, FTemale

Observations

Hours Dave
Area: 1 24 48 72 S6 7 14
Cornea: Opacity (4 0 0 0 0 0 0 0
Ares (8) 0 0 0 0 0 G 0
Subtotal A xBx5) 0 0 0 0 0 0 0
Iris: Irritation a)
— 0 ¢ ¢} 0 0 0 0
Subtotal (4 x 5) 0 0 0 0 0 0 0
Conjunctivae: Redness (A) 0.5 0 0 0 0 0 0
Chemosis (&) 1.0 0 0 0 0 0 0
Discharge (© 1.0 0 0 0 0 0 0
£ )
Subtotsal (A+3B+ CO)x2 5.0 0 o) 0 o ¢ o
Total Scores: 5.0 0 0 0 0 0 0
Sodium Fluorescein Exam: - Neg~- - Neg- -— Neg-~ Neg-
ative ative ative ativ
Other:
Clear Discharge X
A
" 082



